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DETAILED ACTION 



1 . Claims 1-92 are pending. 

Election/Restrictions 

2. Restriction to one of the following inventions is required under 35 U.S.C. 121: 
I. Claims 1-20, drawn to a research model for screening compounds 

suspecting of modulating the CD40L/CD40R signaling pathway by 
contacting a first cell with CD40 ligand and measuring the activity of a 
marker, contacting a second cell with a compound and CD40 ligand and 
measuring the activity of the marker, and comparing the level of the 
marker in the first cell with the level of the marker in the second cell, 
classified in class 435, subclass 375. 



II. Claims 21-39, drawn to drawn to a research model for screening 

compounds suspecting of modulating the CD40/CD40R signaling pathway 
by contacting CNS or peripheral cells expressing CD40R with CD40L and 
a compound, and measuring a marker, contacting CNS or peripheral cells 
with a stimulator or inhibitor of the CD40L/CD4040R signaling pathway, 
and comparing the markers, classified in class 435, subclass 375. 
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III. Claims 40-53, drawn to a method of identifying compounds that ameliorate 
symptoms associated with a disease by administering, to a subject, a 
compound that modulates the CD40L/CD4040R signaling pathway, and 
observing the amelioration of the synptoms, classified in class 514, 
subclass 44. 

IV. Claims 54-70, drawn to a method of treating a disease by administering to 
a subject a therapeutically effective amount of a carrier and an agent that 
interferes with the CD40L/CD4040R signaling pathway or the 
phosphorylation of tau protein, classified in class 514, subclass 44. 

V. Claims 71-92, drawn to a method of causing a desired biological effect in 
a subject afflicted with a disease by administering to a subject a 
therapeutically effective amount of a carrier and an agent that interferes 
with the CD40L/CD4040R signaling pathway, classified in class 514, 
subclass 44. 

3. Should invention of Group I be elected for prosecution, species election is 
required as follows 

The presently pending claims 1-20 are generic to a plurality of disclosed 
patentably distinct species comprising: 

A. Animal, human, or system (claim 1); 
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Should animal be elected for prosecution, a single animal 
must be elected from those recited in claim 19. 
Should the transgenic animal of claim 19 be elected for 
prosecution, a single transgenic animal must be elected from 
those recited in claim 20. 

B. Distinct species of cells (claim 2); 

C. Distinct species of markers (claim 3 and 5-7); 

Should combination be elected for prosecution, Applicant is 
required to elect a specific combination 
Should cytokine be elected for prosecution, a single species 
must be elected from the species recited in claim 4. Should 
combination of cytokines be elected for prosecution, 
Applicant is required to elect one specific combination. 

D. Distinct species of compounds (claim 8); 

Should interfering RNA be elected for prosecution, a further species 
election is required as follows: 

CD40L, CD40R, or beta-amyloid (claim 9); 

70% (claim 10) or 95% (claim 11); 

15-25 nucleotides (claim 12), 25 nucleotides (claim 13), 50 

nucleotides (claim 14) or one nucleotide less (claim 15). 

Applicant is required under 35 U.S.C. 121 to elect one species from each 
of the above groups of species , even though this requirement is traversed. 
Should applicant traverse on the ground that the species are not patentably 
distinct, applicant should submit evidence or identify such evidence now of 
record showing the species to be obvious variants or clearly admit on the record 
that this is the case. In either instance, if the examiner finds one of the 
inventions unpatentable over the prior art, the evidence or admission may be 
used in a rejection under 35 U.S.C. 103(a) of the other invention. 
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E. 



Distinct species of diseases (claim 16); 



Should amyloidogenic disease be elected for prosecution, a single 
species must be elected from the species recited in claim (17). 
Should taupathy be elected for prosecution, a single species must 



Applicant is required under 35 U.S.C. 121 to elect one species from 
each group A to E , even though this requirement is traversed. Should applicant 
traverse on the ground that the species are not patentably distinct, applicant should 
submit evidence or identify such evidence now of record showing the species to be 
obvious variants or clearly admit on the record that this is the case. In either instance, if 
the examiner finds one of the inventions unpatentable over the prior art, the evidence or 
admission may be used in a rejection under 35 U.S.C. 103(a) of the other invention. 

4. Should invention of Group II be elected for prosecution, species election is 
required as follows 

The presently pending claims 21-39 are generic to a plurality of disclosed 
patentably distinct species comprising: 

A. Animal, human or system (claim 1); 



Should animal be elected for prosecution, a single animal must be 
elected from those recited in claim 38. 
Should the transgenic animal of claim 38 be elected for 
prosecution, a single transgenic animal must be elected from 
those recited in claim 39. 



B. 



CNS or peripheral cells (claim 21); 



C. 



Stimulator or inhibitor (claim 21); 



D. 



Distinct species of markers (claim 21 and 24-26); 
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Should combination be elected for ptrosecution, Applicant is 
required to elect a specific combination. 

Should cytokine be elected for prosecution, a single cytokine must 
be elected from the species recited in claim 23. Should 
combination be elected for prosecution, Applicant is required to 
elect one specific combination of cytokines. 



E. Distinct species of compounds (claim 27); 

Should interfering RNA be elected for prosecution, a furhter species 
election is required as follows: 

CD40L, CD40R, or beta-amyloid (claim 28); 
70% (claim 29) or 95% (claim 30); 

15-25 nucleotides (claim 31), 25 nucleotides (claim 32), 50 
nucleotides (claim 33) or one nucleotide less (claim 34). 



Applicant is required under 35 U.S.C. 121 to elect one species from each 
of the above groups of species , even though this requirement is traversed. 
Should applicant traverse on the ground that the species are not patentably 
distinct, applicant should submit evidence or identify such evidence now of 
record showing the species to be obvious variants or clearly admit on the record 
that this is the case. In either instance, if the examiner finds one of the 
inventions unpatentable over the prior art, the evidence or admission may be 
used in a rejection under 35 U.S.C. 103(a) of the other invention. 



F. Distinct species of diseases (claim 35); 

Should amyloidogenic disease be elected for prosecution, a single 
species must be elected from the species recited in claim (36). 
Should taupathy be elected for prosecution, a single species must be 
elected from the species recited in claim (37). 



Applicant is required under 35 U.S.C. 121 to elect one species from each group 
A to F , even though this requirement is traversed. Should applicant traverse on the 
ground that the species are not patentably distinct, applicant should submit evidence or 



identify such evidence now of record showing the species to be obvious variants or 
clearly admit on the record that this is the case. In either instance, if the examiner finds 
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one of the inventions unpatentable over the prior art, the evidence or admission may be 
used in a rejection under 35 U.S.C. 103(a) of the other invention. 



5. Should invention of Group III be elected for prosecution, species election is 
required as follows 

The presently pending claims 40-53 are generic to a plurality of disclosed patentably 

distinct species comprising: 

A. Distinct species of diseases (claim 40); 

Should amyloidogenic disease be elected for prosecution, a single 
species must be elected from the species recited in claim (50). 
Should taupathy be elected for prosecution, a single species must 
be elected from the species recited in claim (51). 



B. Animal, human, or system (claim 40); 

Should animal be elected for prosecution, a single animal must be elected 
from those recited in claim 52. 

Should the transgenic animal of claim 52 be elected for prosecution, a 
single transgenic animal must be elected from those recited in claim 53. 



C. Distinct species of compounds (claim 41); 

Should interfering RNA be elected for prosecution, a further species election is 
required as follows: 

CD40L, CD40R, or beta-amyloid (claim 42); 

70% (claim 43) or 95% (claim 44); 

15-25 nucleotides (claim 45), 25 nucleotides (claim 46), 50 
nucleotides (claim 47) or one nucleotide less (claim 48). 



Applicant is required under 35 U.S.C. 121 to elect one species from each 
of the above groups of species , even though this requirement is traversed. 
Should applicant traverse on the ground that the species are not patentably 
distinct, applicant should submit evidence or identify such evidence now of 
record showing the species to be obvious variants or clearly admit on the record 
that this is the case. In either instance, if the examiner finds one of the 
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inventions unpatentable over the prior art, the evidence or admission may be 
used in a rejection under 35 U.S.C. 103(a) of the other invention. 



D. Distinct species of symptoms (claim 49). 

Should combination be elected for prosecution, Applicant is required to elect a 
specific combination. 

Applicant is required under 35 U.S.C. 121 to elect one species from each group 
A to D , even though this requirement is traversed. Should applicant traverse on the 
ground that the species are not patentably distinct, applicant should submit evidence or 
identify such evidence now of record showing the species to be obvious variants or 
clearly admit on the record that this is the case. In either instance, if the examiner finds 
one of the inventions unpatentable over the prior art, the evidence or admission may be 
used in a rejection under 35 U.S.C. 103(a) of the other invention. 

6. Should invention of Group IV be elected for prosecution, species election is 

required as follows 

The presently pending claims 54-69 are generic to a plurality of disclosed 

patentably distinct species comprising: 

A. Distinct species of diseases (claim 54); 

Should amyloidogenic disease be elected for prosecution, a single 
species must be elected from the species recited in claim (63). 
Should taupathy be elected for prosecution, a single species must 
be elected from the species recited in claim (64). 



B. CD40L/CD40R signaling pathway or phosphorylation of tau (claim 



54); 
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C. Distinct species of compounds (claim 55); 

Should interfering RNA be elected for prosecution, a furhter species 
election is required as follows: 

CD40L, CD40R, or beta-amyloid (claim 56); 

70% (claim 57) or 95% (claim 58); 

15-25 nucleotides (claim 59), 25 nucleotides (claim 60), 50 
nucleotides (claim 61) or one nucleotide less (claim 62). 
Applicant is required under 35 U.S.C. 121 to elect one species from each 
of the above groups of species , even though this requirement is traversed. 
Should applicant traverse on the ground that the species are not patentably 
distinct, applicant should submit evidence or identify such evidence now of 
record showing the species to be obvious variants or clearly admit on the record 
that this is the case. In either instance, if the examiner finds one of the 
inventions unpatentable over the prior art, the evidence or admission may be 
used in a rejection under 35 U.S.C. 103(a) of the other invention. 



D. Parenteral, oral, or intraperitoneal (claim 66); 

Should parenteral be elected for prosecution, a single species must be 
elected from the species recited in claim 67; 

Should oral be elected for prosecution, a single species must be elected 
from the species recited in claim 68; 
- ■ Should nasal be elected for prosecution, a single species must be elected 
from the species recited in claim 69. 



Applicant is required under 35 U.S.C. 121 to elect one species from each group 
A to D , even though this requirement is traversed. Should applicant traverse on the 
ground that the species are not patentably distinct, applicant should submit evidence or 
identify such evidence now of record showing the species to be obvious variants or 
clearly admit on the record that this is the case. In either instance, if the examiner finds 
one of the inventions unpatentable over the prior art, the evidence or admission may be 
used in a rejection under 35 U.S.C. 103(a) of the other invention. 
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7. 



Should invention of Group V be elected for prosecution, species election is 



required as follows: 



The presently pending claims 71-83, 85, and 88-92 are generic to a plurality of 



disclosed patentably distinct species comprising: 



A. 



Distinct species of diseases (claim 71); 



Should amyloidogenic disease be elected for prosecution, a single 
species must be elected from the species recited in claim (73). 
Should taupathy be elected for prosecution, a single species must be 
elected from the species recited in claim (74). 



B. Distinct species of biological effect (claim 72); 

Should combination be elected for prosecution, Applicant is required to elect a 
specific combination. 

C. Distinct species of compounds (claims 75, 83, and 85); 



Should combination be elected for prosecution, Applicant is required to 
elect a specific combination. 

Should interfering RNA be elected for prosecution, a furhter species 
election is required as follows: 

CD40L, CD40R, or beta-amyloid (claim 76); 

70% (claim 77) or 95% (claim 78); 

15-25 nucleotides (claim 79), 25 nucleotides (claim 80), 50 
nucleotides (claim 81) or one nucleotide less (claim 82). 



Should parenteral be elected for prosecution, a single species must be 
elected from the species recited in claim 89; 

Should oral be elected for prosecution, a single species must be elected 
from the species recited in claim 90; 

Should nasal be elected for prosecution, a single species must be elected 
from the species recited in claim 91. 



D. 



Parenteral, oral, or intraperitoneal (claim 88); 



Application/Control Number: 10/694,634 Page 11 

Art Unit: 1633 

Applicant is required under 35 U.S.C. 121 to elect one species from each group 
A to D , even though this requirement is traversed. Should applicant traverse on the 
ground that the species are not patentably distinct, applicant should submit evidence or 
identify such evidence now of record showing the species to be obvious variants or 
clearly admit on the record that this is the case. In either instance, if the examiner finds 
one of the inventions unpatentable over the prior art, the evidence or admission may be 
used in a rejection under 35 U.S.C. 103(a) of the other invention. 

8. The inventions of Groups I and II are patentably distinct because they are drawn 
to methods that have distinct steps and require different compositions for practice. For 
example, the method of Group I requires comparing the activity of a marker in a first cell 
contacted with a CD40 ligand with the activity of the same marker in a second cell 
contacted with a compound and CD40 ligand, whereas the method of Group II requires 
comparing the activity of a marker in a cell contacted with CD40 ligand and a compound 
with the activity of the same marker in a cell contacted with a stimulator or inhibitor of 
the CD40L/CD40R signaling pathway. 

The inventions of Groups l/ll and lll-V are patentably distinct because they are 
drawn to methods that have distinct steps and require different compositions for 
practice. The methods of Groups I and II are drawn to in vitro screening for agents that 
can modulate the CD40L/CD40R, while the methods of Group lll-V are drawn to in vivo 
identifying compounds that ameliorate symptoms associated with a disease, to treating 
a disease, or to causing a desired biological effect. 
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The inventions of Groups lll-V are patentably distinct because they are drawn to 
methods that have distinct steps and require different compositions for practice. For 
example, the method of Group III is drawn to in vivo identifying compounds that 
ameliorate symptoms associated with a disease (i.e., screening), which is not the same 
as treating a disease, or to causing a desired biological effect. Similarly, treating a 
disease is not the same as causing a desired biological effect, since causing a desired 
biological effect does not necessarily lead to treatment. 

The species election is proper because they are drawn to distinct compositions 
that require distinct searches in the paten and non-patent literature. 

Examination of anything more than one of the above designated inventions and 
species would pose a serious burden to the examiner. 

9. Because these inventions are independent or distinct for the reasons given 
above and the inventions require a different field of search (see MPEP § 808.02), 
restriction for examination purposes as indicated is proper. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to lleana Popa whose telephone number is 571-272-5546. 
The examiner can normally be reached on 9:00 am-5:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Dave Nguyen can be reached on 571-272-0731. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



Ileana Popa 




